JEPHIUKCIIYIKBA VKPATHU
AEPKABHA CJIIYIKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCHKINA OBJIACTI

npocriekt Banepia Jlo6anoserkoro, 51, m. Kuie, 03110, Ten/paxc: (044) 2753030 %
E-mail: d.ls ko@dls gov ua, Kon GLIPHOY 37078774 ? =

BHCHOBOK
PO SIKICTH BBE3EHOr0 B YKpaiHy JiKkapcsKoro 3acody
13.05.2020 e m | N23156/20/10

IMOJIVM®

(mafiMeryBanHa NikapebKOro 3600y 3TIHO 3 PEECTPANiHHHM HOCBiEYeHEIM)
kamncyyd 1o 2 mr ne 20 kancyn y 6aicrepi; mo 1 6aicrepy B kapTonmiil nawui

{thopma Bumrycky, noaynaam: BHI nazcysmm NKapesxoro 3acoby)
Howmep peectpauiitnoro nocsimgerns UA/9831/01/ 01 C’fp(}l{ nii peecTpaniitioro noceizienRs 27 07. 2020
Cepis nixapcskoro saco6y Ne 0BV1111 KinskicTs BBE3€HOTO JTkapeskoro 3acoby 47920

Bupofuux Srceen-Cinar, Opannis

(Hamweﬂynaﬁm BHPOOHHKE RiKAPCEKOTO 330063', KpaiHa IIOXOIL)KCHHH)

Breseno B Vipainy TorapueTBO 3 oﬁme};«:enom BiInoBiNaILHicTIO "IEmmTcoH i I{moneoﬁ
Yxpaiaa", inenr. xon: 35893512

(makmenynanng Ta kox 3a CJIPTIOY wopumuamHol ocobn abo npissumg, iv's, no Gan,mm ¢izEtmol
ocoby - nixnpremus, i MicKe NPOXHBAHES T2 peecTpalifHu BoMep OOMKOBOT KAPTRA MIATHMKA
rionarkis abo cepig Ta EoMep nacmopTa)

TIpotoxon sisyanssoro kontpomo six 04.05.2020 Ne 1448/4.

|
i R !
3a pesymeTaTaMHd [EPHABHOTO KOHIDOMIO BCIAHOBJIHO, IWIO JIKapchRWH 3aci6 Beesero B Vipaimy 3
AOTPHMAHHSIM BHMOT 3aKOHOLABCTEA OO 3a6e3neder s SKoCTi MiKAPChKAX 3ac00ie.
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v Manufacturer / Bnpoﬁmu:' Janssen-Cilag / Auccen-Cinar

Address / Anpeca: Domaine de Maigremont, 27100 Val de Reuil / Homen ne Merpemon, 27100 Ban Jxe Pro#t

} a ﬁ ssen Country / Kpaima: France/ ®panuis

RO L

1/2

cr st B Manufacturing authorization number / Homep ninensii qus supoSua=of atnsmani: M 16/268

Phone / Tenedon: +33 2 32 61 7200 Fax / Paxkc: +33 2 32 61 7297

TV-TMP-00949 rev.3

QUALITY CERTIFICATE/ CEPTHOIKAT AKOCTI

Product Name/ Hasea npogyxry; IMODIUM® CAPS 2 MG 20 UA /IMONIVM® KATIICYJIH 2 MT 20 VKP

. ' Internal batch number/ ‘ s i
Product Code / Kox nponykry: 090179_1848801 S S—— B126161 I
Batch number / Homep cepii: 0BV1111 Potency 1/ Coura aii 1: 2mg/ 2 Mr ;
Manufacturing date /fata 2 2020 Expiry date / Tepmin 1 2025
BHPOGHUITTBA: day/mens.  monthivicsns  yesd/pix IIPHIATHOCTI: month/aicam  year/pix
Specification/ Crenmdikamis: PR-009354 Rev. 6 Market Authorization / UA/9831/01/01
. Peectpauiiine nocringenns:
Released batch quantity / Posmip sanymenoi 47920 Importing country / Ukraine/V' KpaiHa
cepii: Kpaina iMmooprep: i
Actif 1/AxTHBHa pevopuna 1: Loperamide HCI/ Jlonepamin TinpoxIoprs
Local Product Name/ MODIUM®/ Packaging type size/ 20 caps in the blister; 1 blister in a cardboard
JloxansHas Ha3Ba NPOIYKTY: MOIIYM® Posmip Ta THI TAKYBaHHAL: package/20 xancyny 6111crep1 noe 1 Gnictepy B
KapTOHHIH madmi

Pharmaceutical form/ Jlixapcrxa dopma; Capsules 2mg/ Karicynu no 2 mMr
TESTS / TECTH REQUIREMENTS / BHMOI'H RESULTS / PE3VJLTATH
1. Appearance / 'White powder filled in capsules (size 4) with green cap and dark Comply/Binnosinae i
Onuc grey body*/ Kancym1 posMipoM 4 i3 3eTeHOI0 KPHIIESTKOI0 T8 L i

TeMHO-CIpHM KOPIycoM®*, AKi MICTATE TOPONIOK G010 KoJbopy ' i
2. Identification active: Loperamide  [Compliance with the retention times of loperamide peak in the Comply/Bianosinae
HPLC/ chromatograms of the test and standard solutions/
IpenTudikanis; nonepaminy BEPX  |BignmosiamicTs 9acy yrpeMyBanss miky nonepamiay Ha

XPOMATOTPaMi JOCIII/DIYBAHOTO Ta CTAH/IAPTHOTO POSYHHIB
3. Identification active: Loperamide  |Compliance with the Rf value of loperamide spot in the Comply/Binmosinae
TLC/ chromatograms of the test and standard solutions / i
ImenTudikanis: nonepamixy TII BinnosianicTs pexmunn an.nsm nomepamixy Ha xpomamrpam

MOCTIMKYBaHOTO TA CTAHAAPTHOTG POTHHIR i | '
4. Assay Loperamide hydrochloride / [95.0%-105.0% of the stated amount (1.9mg-2.1mg loperamlde 99,6%
Kinekicre spsnasenns nonepasiny  [hydrochloride per capsule)/
TiAPOXIOPHTY ; 95.0%-105.0% Bip 3asneHoi kinskocti (1.9Mr-2. 1Mr nonepamigy

riAPOXITOpHITY ¥ KATCYMi) |
3. Degradation compounds/ TIpomyxv posnany
5.1 Individual specific/ Inpueinyanchi : 1
crerndigHi; n :
RO21169 <02% <0,1% %
R0O54659 <02% <0,1%
R058425 <02% <0,1%
R060204 <02% <0,1%
5.2. Individual unspecified/ <02% <0,1%
InguBinyansui Hecnenutivni ;
5.3 Degradation compounds: <0.7% <0,1%
Total/TIpoxyxtu posnany:Cyma - !




Manufacturer / Bnpoﬁﬂm( Janssen-Cilag / Anccen-Cimar

. Address / Aapeca: Domaine de Maigremeont, 27100 Val de Reuil / fomen ae Merpemon, 271 DO Baun fie Proit
} a n S S Q ﬂ Country / Kpaisa: France / dpaniis i

S A Manufacturing authorization number / Homep minessii s eHpobHHY0L QinbHuAni: M 16/268 i i

Wit - Phone / Tenedon: +33 2 32 61 7200 Fax/ Qaxc: +33 2 32 61 7297 E 1
TV-TMP-00949 rev.3 ! !
Product name/ Hazsa npogyxty: IMODIUM® CAPS 2 MG 20 UA IMOJIYM® KATICYJIH 2 MI 20 VKP
Product Code/ Ko npogyxry: i Internal batch number/ B126161

090179 1848801 | By ik womep cepit:
Batch number/ Homep cepii: 0BVI1111 Irnpurtmg country / Kpaiuxa i mnop'rep Ukraine/Ykpaina ;
Manufacturing date/ i : e 7 2
Hara BupoGuemnTea: 27 2 2020 Expﬂy date/ Tepuin | 2025 I
day/nens month/ yoar/pix l'[le.(_ii'l'HOCl‘l ‘month/Micanp  year/pik
MICAIH 4 5
Specification/Cnenndixania: PR-009354 Rev. 6 : Market Authorization / UA/9831/01/01
PeecTpauiline nocBinyeHHs:

6. Dissolution / Pozuunenns Q=70% at 30 munites/ Q=70% 3a 30 xBHmHH Comply/Bianosinae
7. Content uniformity Loperamide Meets the requirements of Ph. Eur./ Binnosinae sumoram €3p, Comply/Binnosizac
hydrochloride / Oanopinuicts BMicTy |Dapm. i
JOTEpaMiny riApoXnopray ;
§. Microbiological purity/ MixpoGionoriasa wncTota : ; ‘ i 5
8.1 TAMC** (Total Aerobic < 107 CFU/g product/ KYO/r nposayrry Comply/Binnosinae
Microbial Count)/ 3aranpHa KinbkicTs ’
aepo0HuX GakTepiH
8.2 TYMC**(Total Combined < 10? CFU/g product/ KYO/r npoaykry Comply/Binnosigae
Yeasts/Moulds Count)/3aramsna ! :
KiMBKICTS APIKIKOBHX T2 ITiCHABHX i . | ‘
rpubis - ! , \ ,
8.3 Specified microorganisms/ Absence Escherichia coli i m lg pruducthmcmic-rL Eschenchm Comply/Bianosinae I
Coeumdini Mikpoopramismu** coli B [ r npomyxry ! !

Comments / KomenTapi:

* Due to local regulatory and marketing requirements, the capsules may havea specific imprinting/ B 3anex®ocTi Biff BHMOT PerynaTOPHEX OPradis ta
MApKETHHTY, KANCYITH MOXYTE MaTH crermdiunmit Binburox

** Test frequency on product release; every batch until 3 successive batches pass, then every 10th batch with a minimum of 1 batch per year/ HacToTa NpoBeNeHH
BHNpoGyBaHE Y BAMYCKY: JUIA KOXKHOT cepii, moku He 6yayTs o-rpnmam nosmmzm peaynmam i 3x cepil, moTim g koxsoi 10-i cepxi aIe He MeHIIE, Hix 1
cepil ¥ pik i ! i : :

***"Date of batch release” is a date when specific batch was cemﬁed in full comphance with the GMP rcqulrcmcnts and e]]ectromcally SIg;led for approval by
Qualified Person at validated computerized system of production site /Hara samycky cepii - 1aTa kKoms Iaua cepix Gyna cepragikosana s TosHil BignoBiAROCTI A0
BrMor HBII Ta sateepmkeHa YoBHosaxkeH0r0 OcoB0M0 NIIAXOM ENEXTPORAOTO MIITHCY B BANinOBaHi# KOMI''oTepHiH crcTeMi BEPOSHHHOT ALIHKY

CONCLUSION/BUCHOBOK . Accepted/Bianosinae

This batch was released by the Qualified Person/I1z cepis Gyna sunymena Yuossopaxenoro  Laura GUEGUEN Ph N° 163671B

ocobor0: \

! (Name of Qualified Person/Inv's Ynonﬂon:;:me}mi Ocobu)
' 8 i s I

Date of batch release***/Jlara 27 3 2020 i :

BHITYCKY cepif***: day/nesr monthimicse  year/pix

Certification statements / 3asBa npo cepradikanito:

We hereby certify that the above information on English language is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. / I1um % 3acBim4yio, 10 HaBeNeHa BHIE! liHdopManif aHrNIHCEKOI0 MOBOK) € I0CTOBIPHOI | TouHot0. LTFo cepuo TPOAYKTY ﬁynn
BipobNeHe (BKIOYANOTH AKYBAHHA/MAPKYB2HHA) T2 IPOBEEHO! {KORTPOIE IT HAKOCT] HA BUIE3ASHAYEHIH AiNMBHALI ¥ TOBHIK Bml‘iOBlﬂHOle 3 BHMOTaMH GM'P
BCTAHOBNIEHVMH MICII@BHM PETy/ATOPHEM OPIasoM, 8 TKOX BIINOBINHG 10 cremudikanii MICLIEBOTO Pery/LTTOPHOTO OPrany 1y BifnosifHocTi 3i crenu hixamiexo
Ao peecTpaniiHoro cBiloUTEa KpalHK-iMnopTepa, IIPOTOKOTE BHPOGHHIITEA, NAKYBAHHS T4 AHAI3IR IEPEITIAHYTO T BCTAHOBIEHO BiAMORIARICTS BrMorap GMP.

This Quality certificate has been printed and signed on / Ieii

cepTrdikaT sx0cTi OyB PoIAPYKOBAHKIA T MifIHCAHEH: o 71 4 2020 Signature numérique de LAURA
! GUEGUEN
day/neus month/ year/pik LA U R A DN : ¢=US, 0=JNJ, cu=Subscribers,
MicT <n=LAURA GUEGUEN,

0.5.2342.19200300.100.1.]=152807 150

l-{oﬂf tlavapproving tm] document.
5 D{te 2020 .04.21 16:01 .21 +02'00"

Signature of the Qualified Person/ TTifmic Yoosnosakenoi OcobH:

Version d'Adabe Acrobat { 11.0.20
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A — M urer / Bup Janssen-Cilag / SInccen-Cinar
r Address / Aapeca: Domaine de Maigremont, 27100 Val de Reuil / Jlomen ne Merpemon, 27100 Ban e Pioi
} a n S S e n Country / Kpatua: France / ®panuis
g g Manufacturing authorization ber / Hlomep it aan 40 pieunui: M 16/268

Phone / Tenedou: +33 2 32 61 7200 Fax / daxc: +33 232 61 7297

TV-TMP-00949 rev.3 QUALITY CERTIFICATE/ CEPTU®IKAT AKOCTI

Product Name/ Hassa npoxykry: IMODIUM® CAPS 2 MG 20 UA IMOJIYM® KATICYJIH 2 MI" 20 YKP

Internal batch number/

Product Code / Kon npoayxry: 090179_1848800 BryTpiluniit Homep cepif: B0102461
Batch number / Homep cepii: 9IvV1521 Potency 1/ Cuna nif 1: 2mg/ 2 mr
Manufacturing date /Jlata 26 9 2019 Expiry date / Tepmin 8 2024
sﬂpoﬁnmma: day/zens month/micaup  year/pix upwlaTHO(:Ti: month/micsus year/pik

PR-009354 Rev. 6 Market Authorization /
Peccrpauiiiie nocsisdeHus:

Specification/ Crieundixauis: UA/9831/01/01
Released batch quantity / Posmip sumymuenol
cepii:

Actif 1/AxTusHa pevosuna 1:

Local Product Name/

JloxansHasn HA3BA HPOYKTY:

Importing country /
Kpaina immoprep:
Loperamide HCV/ Jlonepamia rizpoxnopuu
IMODIUM®/
IMOIYM®

Ukraine/Ykpaina
50160

20 caps in the blister; 1 blister in a cﬁdbomd
package/20 xancyn y 6nicrepi; o 1 Gnicrepy B
KapToHRIH navui

Packaging type size/
Poamip Ta THI TaKyBaxHA;

Pharmaceutical form/ Jlikapcoxa gopma: Capsules 2mg/ Kancynu no 2 mr

TESTS / TECTH REQUIREMENTS / BHMOI'H RESULTS / PE3YJABTATH
1. Appearance / White powder filled in capsules (size 4) with green cap and dark Comply/Bignosinae
Orie grey body*/ Kancynu po3mipoM 4 i3 3e1eHO0M0 KpHIIEHKOI0 Ta

TEMHO-CIpHM KOPITYCOM¥, IKI MICTATS TOPOWIOK GiIOr0 KOMSOPY

2. Identification active: Loperamide
HPLC/
Lnenrndixauin: nonepaminy BEPX

Compliance with the retention times of loperamide peak in the
chromatograms of the test and standard solutions/
Bianosizuicrs wacy yrpumysanns niky nonepamizy na
XPOMATOrpaMi AOCTIJOKYBAHOTO Ta CTAHAAPTHOTO POIUHRIB

Comply/Bianosizae

3. Identification active: Loperamide  |Compliance with the Rf value of loperamide spot in the

TLC/ chromatograms of the test and standard solutions /
Lnenrudpixanis: nonepaminy THIX Binnosixuicrs senuuma Rf nnam onepaminy xa XpOMATOorpami
A0CAI/DKYBAHOTO T4 CTAHIAPTHOTO POSUHHIB

Comply/Bianosinae

4. Assay Loperamide hydrochloride / [95.0%-105.0% of the stated amount (1.9mg-2.1mg Joperamide 100,6%
Kinbkicue susnatcHus nonepaminy  |hydrochloride per capsule)/

riapoXopHRYy 95.0%-105.0% sin 3assienoi xinskoeti (1.9mr-2.1Mr nonepaminy
FAPOXIIOPUAY Y Kancyni)

5. Degradation compounds/ Iponyxs posnazy

5.1 Individual specific/ Inmusinyanssi

crieumidni:

R0O21169 <02% <0,1%
RO54659 <02 % <0,1%
RO58425 <02% ) <0.1%
R060204 £02% <0,1%
5.2, Individual unspecified/ <02% <0,1%
1nansigyannui iuni

5.3 Degradation compounds: <07 % <0,1%
TotalTIpoaykrs poznagy:Cyma

Ihxoncon
Vkpainan

IRentudicauinmmin
A, Kou 35893517

//gx_cw(, VJOS‘L'g Kff;ﬁcé s
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Jjanssen )’

TV-TMP-00949 rev.3
Product name/ Hassa npoayxry:

Product Code/ Koxt npoaykry:

Batch number/ Homep cepii:

Manufacturing date/
Jlara BupoGuuTBa: 26
day/neus

Specification/Crieundixauis:

Manufacturer / Bupo6auk: Janssen-Cilag / fluccen-Cinar
Address / Aapeca: Domaine de Maigremont, 27100 Val de Reuil / Jomen e Merpemon, 27100 Ban ze Proit

Country / Kpaina: France / ®panuin

Manufacturing authorization number / Homep fiuensii ans supoGumuol minsamm: M 16/268

Phone / Tenedon: +33 2 32 61 7200 Fax / dakc: +33 232 61 7297

IMODIUM® CAPS 2 MG 20 UA /IMOAIYM® KANCYJIH 2 MI" 20 YKP

Internal batch number/

090179_1848800 BuyTpiumiéi Homep cepii:

8

monih/micans

91V1521 Importing country / Kpaina imnoprep:
9 2019 Expiry date/ Tepmin
month/ year/pix  NPUAATHOCTE
MicHUD

PR-009354 Rev. 6 Market Authorization /

Peectpauiiine nocsiguenns:

B0102461
Ukraine/Ykpaina

2024
year/pix

UA/9831/01/01

6. Dissolution / Posunrenss Q=70% at 30 munites/ Q=70% 3a 30 xBimHH Comply/Binnosinae
7, Content uniformity Loperamide Meets the requirements of Ph. Eur./ Biznosinac sumoray €sp. Comply/Binnosizae
hydrochloride / OaropinnicTs Micty |dapm.

Nofepamizy riapoxnopuay

8. Microbiological purity/ MikpoGiosioriusa uncrora

8.1 TAMC** (Total Aerobic < 10° CFU/g product! KYO/r npoaykry Comply/Bimnosinae
Microbial Count)/ 3arankna xinskicts

aepobuux Baxrepiit

8.2 TYMC**(Total Combined < 10 CFU/g product/ KYO/r npomysry Comply/Bianosinac
Yeasts/Moulds Count)/3aransiza

KUTBKICTb APDKIDKOBHX T8 [UHCHABHX

rpubis

8.3 Specified microorganisms/ Absence Escherichia coli in'l g product/Bincyrnicts Eschetichia Comply/Binnoninae

Crieundiuni Mixpoopranismu®*

coli 8 | r nponyxkry

Comments / KovenTapi:

* Due to local regulatory and marketing requirements,

MapKeTWITY, KAICYH MOXYTh MaTH cnetdiunmit BinbuTok

** Test frequency on product release: every batch until 3 successive batches pass,
BurpoGysans UPH BUITYCKY: 104 KOKHOT cepii,

cepii y pik

**¥"Date of batch release” is a date when specific batch was certified in Full com,
Qualified Person at validated computerized system of production site /[Jata By
2o sumor HBIT ta sarsepmxena Ynosrosaxenoio Oco60io mwagxom ENAEKTPOHH

CONCLUSION/BUCHOBOK

Accepted/Bianosisac

This batch was released by the Qualified Person/Lin cepis Gyna BUIyLIeHA Y IOBHOBAKEHOK

ocoboto:

Date of batch release***/[lata
BUITYCKY Cepii ¥,

the capsules may have a specific imprinting/ B 3anexHocti Bia sumor PEryAaTOpHUX Opraxis Ta

then every 10th batch with a minimam of 1 batch per year/ Yaciora nposeseHns
TOKH He BYtyTb OTPHMAH] NOIMTHBHI PEIYALTATH Aad 3 cepift, noTimM s koxuoi 10-i cepii, ane ve Menue, Hik 1

pliance with the GMP requirements and ellectronically signed for approval by
CKY Cepii - 1aTa KOJM JaHa cepis Gyna cepTHOIKOBAHA B NOBHIF BiNOBIZHOCT
OF0 THATHCY B BANAOBAHIH KOMI'IOTEPHi cHcTeMi BUPOGHINOT AiNAHKY

Laura GUEGUEN Ph N°163671B

12 11 2019

dayinesn  momthiicaus  yearfpix

Certification statements / 3asiBa npo ceprudikanio:

We hereby certify that the above information on English language is authentic and a
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the Jocal Regulatory Authority and with
the specifications in the Marketing Authorization of the importing country. The batch prt
in compliance with GMP. / Liuw s 3acBingyio,

This Quality certificate has been printed and signed on / Lei

ceprudixar axocti Gys po3npykoBanmil Ta miANHCAHHIL 13

11
day/nese month/
Micsuy

Signature of the Qualified Person/ Minuc YroBHoBaweHoi Ocobu:

2019
year/pix

(Name of Qualified Person/Im's Y nopsosaskerof Oco6H)

ccurate. This batch of product has been manufactured, including

ocessing, packaging and analysis records were reviewed and found to be
WO HABCACHA BHIIE HGOPMALIA AHIMIACEKOK) MOBOIO € JocToBipHoto i rosro. Lo cepito nporykry Gyio
BupoGeHo  (BrOYaKOUM TIAKYRAHHA/MAPKYBAIHA) Ta NPOBEAEHO KOHTPOMS ii AKOCTI HA BHIEIATHAYEHIN Ainbiuui y noswil sinnosiHoCTi 3 BMoramu GMP,
BOTAHOBNEHHMHU MICUEBUM PErYIIATOPHUM OPraHOM, 4 TAKOX BINIOBIAHO 10 crienuikaLtifi MiCUEBOTO PEryNATOPHOLO Opray i y BiANOBIAHOCT 3i crenwikauicio

0 PeecTparifiHoro CBifonTsa Kpainp-imMmoprepa. [poTokonn supoGuuiTaa, TIaKYBAHHA T2 QHAH3IB IEPELNIAHYTO Ta BCTAHOBNEHO BIANOBIAMICTS BiMoraM GMP.
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HEPXKITIIKCITY XBA VKPAIM
AEPKABHA CIIVIKEA 3 JIIKAPCBKI_/_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU V KHIBCBKIHN OBJIACTI '

npocnexr Banepis JloGanoscrkoro, 5 I, M. Kuis, 03110, ren/axc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog EIPIIOV 37078774

BHCHOBOK
[po AKICTL BRE3EHOro B Yrpaiuy aikapenkoro 3acoby

20,12.2019 Ne 83963/19/10

IMOJIIVM®
(HaktmeHyRaHHs NKaPCLKOTO 38C06Y 3rigHO 3 peecTparifHu TOCBIAYSHHIM)
Kancy. s o 2 mr me 20 kaney.: y @nicrepi; mo ! Onicrepy B xapronniii nayni
(dopma srmycy, ROTYBAHYA, B TAKYRAHHS NIKAPCEKOTO gacofy)

Homep peectpanititoro nocsiguenna UA/983 1/ 01/01 erpox i peecTpaniinore nocaimenns 27.07.2020
Cepia nixapeskoro sacoty No 9[V1521 KinsxicTs, Bresenoro nixapeskoro sacoby SG000

BupoBuuk Anccen-Cinar, ®pannin :
(mativenyrarms BupolRKKa Rikapeekoro 3a006y. Kkpaina DOXOIKEHHA)

Breseno B Vipainy Tosapuerso 3 ofimexenon BiTnoBigatLuicTIo " Dwoncon i Jokorcon

Yxpatna", izenr. xop: 35893512

{HaliMeHyBaHHs Ta koA 32 CIPTIOY FOpUIUYHOT 0co6H 260 Npizsuuie, iv's, 0 6ATLROR] biswunol
006X - nianpreMI, 1T Micte TIPOXHBABHA Ta peccTpauiitnut nomep ofnixopot KAPTKH TAaTHY KR
nozatiis abo cepis Ta HoMep facrnopra)

IpoTowoa sisyansmore xcompomd sin 17.12.2019 M 4790/5.

3a  pesymsTaTamm HEPHABHOTO  KOHTPROMO BCTAHOBIEHO, M0 JKapehkmh  zacif  mmesemo B VYrpaimy 3

ROTPHMAHHAM numor 3aK0HOXaRCTRA IMOKO 3abe3neveHns AkocT! TKapehkix 3acobia,

Hepucannois 3a¢06in '
Ta KOHTPO Qiéy_. BBCBKIH 3yGapesa H. B.
obmacri | ¥ s
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Af

JIEPIIIKCITYKBA VKPATHY L
JEPKABHA CIYIKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPO )34
HAPKOTHKAMH Y KHIBCHKIA OBJACTI

npociekT Banepixn JloGanoseskoro, 51, M. Kuis, 03110, Ten/pake: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Koa €JIPTIOV 37078774

' BHCHOBOK | |
Npo AKICTHL BBE3EHOro B YKpaiHy JiKapceKoro 3acody :

07.02.2020 Ne 3973/20/10

IMOAIYM® ; oo \

(uetiMeryBaHES Nikapchkoro 3acody STiTHO 3 peccTpaliiiunm NocsingennaM) = | ‘

Kancysd no 2 mr o 20 kancya y 6aicrepi; no 1 GaicTepy B KapTOHHIN mawqui
(popma BrmyCKy, HO3YBAHHS, B MEKYBAHHSA 1iKAPCKOro 33co0y)

Homep peectpauifisoro roceiuenns UA/9831/01/01 cTpok il peectpauiiinoro nocsixgenna 27.07.2020

Cepis nikapcskoro 3acofy Ne 9TV 117;2. - Kimxdcrs BBe3enoro nixapeskoro 3acofy 26000

| | ‘i
BupoSaux Anccen-Cinar, @paﬁma !

(naiiMeHyBaHA BUpOOHIKA mkapcsxom 3acoﬁy, Kp&l!-la NOXOJUKEHHS)

Breseno B Ykpainy Tosapucrso 3 obMenxenoo sixnopinannuicTio " Ixoncon i roncox
Yxpaiua", inent. xox: 35893512
(Haﬁmeuynannx T4 KO 32 C,E[PHOY ropuananoi ocobu abo opissuwie, iM' a, 1o Garsioni diswamol

" 0co6u - nianpuemus, il Micue npoxunanns Ta peccTpauiitimit Homep 0GiKoROT KapTKH MIATHIKA |
' noparkin ao cepix T2 RoMep nacropia) | ‘ 5 i

. |
1IpoToKos Bi3yaNEHOTO KOHTPOIO BiA 30.01.2020 N 0291/1.

3a pesyisTATAMHA  JIEPMAEHOIO KOHTPONIO BCTAaHOBNEHO, Mo Jixapcekmit 3aci6 speseno B Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTRA 100 3a6e3TIeueHAs SKOCT] TiKapehkpX 3acoliB. . ‘
! ! | T

.
7 K P A S
acTynifn. Hnﬁﬁﬁiﬁ;‘;&\

}_Iepmanﬁ )

imy
KuX 3acobiB

T2 KéHTpé’ fio 3gHaPK ‘1% BNy Kuiscpkilt y // 3y§apeﬂa =
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TV-TMP-00949 rev.3
Product Name/ Hassa nposyxry:

Product Code / Koz nponyrty:

Batch number / Homep cepit:
Manufacturing date /{ara
BUpabHHLTEA:

Sgpecification/ Criewuidixacin:

Released baich quantity / Posuip BanyLuesol

cepii:
Actif 1/AxTurHa pevosuua 1:

Local Product Name/
Jloranenas Haisa NPOAYKTY!

Pharmaceutical form/ Jlikapcska dopma:

Manufacturer / B:tpuﬁxmq, Jarissen-Cilag / 51 m:ceu-Cmar
Address / Anpeca: Domaine de Maigremont, 27100 an de Reuil / fomer xe Merpemor, 27100 B;zm e Plou

Country / Kpaina: France!/ Opannin i

Manufacturing authorization number / Homep sitensii aia Bupuﬁnmm minbxi: M 1().'268
Phone / Tenedon: +33 232 61720G Fax / ®ake: +33 232 61 7297

QUALITY CERTIFICATE! CEPTH®IKAT SKOCTI

IMODIUM® CAPS 2 MG 20U0A T MO,D,IYM@ KATICYJIH 2 MTI 20 YKP

i [ntemal batch numberi

B110062 N ‘

09(}179 1848800 !
| BuyTpiursiii toMep cepii: [ .
9JV1172 Patency 1/ Cwna jif 1: 2mg/ 2 mMr : !
24 10 2019 Expiry date / Tepmin 9 2024
doy/nens  monthimicsue year/pix - mpy _,qawmcﬁri: month/sicaus  yearfpik
PR-009354 Rev, 6. Market Authorization / UA/9831/01/01
Peecrpatifine 11OCBIAYCHHS
[miperting i:ountry / i

26000 |

i Kpaina imnoprep:
Loperamide HCI/ .Honepama rizpoxsopua |

IMODIUM®/
IMOMIYM®

Packaging type size/
Paosiip T2 THN nakyeans:

Capsules 2mg/ Kancynu no 2 Mr

Ukraine/V kpaina P 3 |

20 caps in the biister; | bister in a cardboard
package/20 kancyn y Gnicrepi; mo 1 Gnictepy B
KBPTOHEIH nav

TESTS / TECTH

REQUIREMENTS / BHMOTH

RESULTS / PE3YILTATH

1. Appearance /
Omnuc

White powder filled in capsujes (size 4) with green cap and dark
grey body®/ Kancyiu posmipom 4 {3 3e1eH0I0 KPULIEUKOW T2
TEMHO-CIPHM KOPITYCOM™, AKI MiCTATS NOpOLLCK 6iNoro konsopy

Comply/B inn;onmae
[* el

TotalTlpoayrrn poznany:Cyma

I aut o) 0469 47

/::a:‘r"
: /’@Tﬁ

S A /Jé%

2. ldentificaticn active: Loperamide  {Compliance with the retention times of loperamide peak in the Compiy/Bignopizac
HPLC/ chromatograms of the test and standard solutions/ '
Inerrndixanis: nonepaviny BEPX  |Binnosismicrs sacy yrpHMyBasibl oiky Aonepaminy sa
XPOMATOrpaMi AOCTIAXKYBAHOTO TA CTAHAAPTHOTO PO3HUHIB
3. Identification active: Loperamide  {Compliance with the R¥ value of loperamide spot in the Comply/Binnppizge
TLC/ chromatograms of the est and standard so]uuons { i : ;
Lnewradrikania: onepamiay TIEX Bignosingicts Renuapi RE misM nonepamigy ua Xposarorpani {+ 4
OCHAAKYBAHATO TA CTABIAPTHORO POITHRIE : i i
4. Assay Loperamide hydrochloride/ 195.0%-105.0% of the stated amount (1 9mg-2. 1lmg loﬁe[‘amide 99,2%
Kinekicue suinauenus norepaminy  |hydrochloride per capsule)/
FUIPOXNOPHZY 95.0%-105.0% six 2azsnenof waukoeri {1.9vr-2.1mr nom:pamuxy
TIZDOXNTOPUAY ¥ KAMCYi)
3. Degradation compounds/ [poayxa posneany [+ 1
5.1 Individual specific/ Ingusigyansi i E I
crcUpdigEi: S
ROZ1169 202% <G,1%
RO54659 <02 % <0,1%
R058425 <02 % 0%
RO60204 202 % <0,1% ¢
5.2, Individual unspecified/ T<02% . <0,1%.
[npuminyansni Hecremidiuni : | i P |
5.3 Degradation compounds: 1 <07 % ; :

D% |

1/2:




_ Manufacturer /- Bu;mﬁnms Iansseﬂ Cilag / Auccen-Cinar : . { |
- Address / Anpeca: Domammdc Muaigremont, Z‘HOO Vai de Reuil / Jlomexn xe M;:rpcmu. ‘7'.?!()0 Bah i Pwn 122
' Country / Kpaima; France / ¢pa}4mﬁ i

janssen

SRR s AT

Manufacturing authorization number / Homep niuensii s BHpOGHIO] ainswy: M 167268 oL |

G dia o Phone / Teneor: +33 2 32 61 7200 Fax / tbaxe: +33 232 61 7297
TV-TMP-00949 rev.3 ;
Product name/ Hazpa mponykry: IMODIUM® CAPS 2 MG 20 UA IMOAIYM® KATICYJIH 2 MI' 20 YKP
Product Code/ Kog nposykty: ) . Internal batch number/ B110062

090179_1 3488{_)9 | Bryrpimmiii Hosep cepiiy S ] . if ‘

Batch number/ Homep cepii: 9IV1172 . lmporti}tg country / Kpaina iMnoprep: Uk_raiﬁe]&’ KpaiHa : .
Manufacturing date/ : 3 : | o , ]
[ata pupoGuumTaa: 24 10 2019 Expiry date/ Tepin ; 9 2024
day/aens month! yearipix  IPHAATHOCTI monthfmicaus  yearfpix .
micsIb i
Specification/Crnetmdixai: PR-009354 Rev. 6 - Market Authorization / UAMI831/01/01
. Peectpauiiiue nocsimtenna: . ;
6. Dissolution / Poswrmenns Q=70% a1 30 munites/ Q=70% 3 30 xBraue : ‘ Comply/Binnosinac |
7. Content uniformity Loperamide Meets the requirements of Ph Eur./ Bianosinac sumoram GBp ; b Cémply/BEﬂnéﬁmae
Rydrochloride / Onwopianicts sMicty |hapM. i ‘ g i1 3 |
NOTIEpAMIAY TiAPOXIopHaY
8. Microbiological purity/ Mikpodionorivaa yuctoTa
8.1 TAMC** (Total Aerobic < L0° CFU/g product! KYOK uponykry . Comply/Bianosiiae
Microbial Count)/ 3aransHa KinsKicTs : i
acpobumx Sawrepiii i i - |
8.2 TYMC**Tolal Combined < IOICWIg:pmducﬁ KYOr npgmysry: S ; ‘ : Complnyli,unT’laiﬂﬂ;e
Yeasts/Moulds County3aranesa - i i i : Lol
KiNBKICTE APHRIKOBAX T& IUTICRABHAX ! : |
rpubis :
8.3 Specified microorganisms/ Absence Escherichia coliin 1 g product/Bineyrnicts Escherichia Comply/Bianosigae
Crenpivsti MikpoopraHizMu®* coli B 1 r aponykry i

Comments / Komeurapiz

* Due to local regulatory and marketing requirements, the capsules may have a specific smpnmmgf B 3anexHOCTI B BHMOT PEryASTOPHI: opramn Ta
MAPKRETHHTY, KATCYTH MOYTh MaTH creundisumit sinfurox |

** Test frequency on product release: every batch until 3 successive batchcs p'iss {I\cn every iOth batch with a rmzumum of 1 baich per yearl ‘{dc:mra TPORENEKHS
BHAPOGYBaHL TP BRITYCKY! /UIR KOYKHOT Cepii, owH He 6yAyTh m‘pmaam NORITHRHE pc:ynsmﬂ s 3X cepi, moTiM s koxamoi 10+ cepil, ane He Mexre, HiK 1
cepil y pix :

#**"Date of batch release” is a date when specific batch was cestified in full compliance with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized system of production site /Mata srmycky cepii - igara konu nawa cepis Gyma cepridixopanz » nossii sianoBigEoCTi
70 sumor HBI T4 sateepaaena Ynosuoraienon Ocofoio MAAXoM EAEKTPORHOTO MM UTHOY B BaKiNORanil koMn'foTepHiil cHeTeMi supofuyuoi KindHku

i | |
CONCLUSION/BUCHOBOK [ Accepted/Bi mnmsmac
This batch was released by the Qualified Person/I1a cepin 6ym surrymeua Vnonnouamenmo - Laura GUEGUEN Ph N° 163671 B
otolor:

H (Name of Qualified Person/iu'a Y noguopaxkeHoi Qcod)
Date of batch release™**/ara 19 12 2M9 '
BHITYCKY cepii¥**: doy/nens  monthisdcaus  year/pix

Certification statements / 3asiga npeo ceprudixaniro:

packaging/labelling and quality control at the above mentioneit sitc(s) in full cumphance wrth the GMP requirements of the local Regulamr} Authomy and|with |
the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were n,vwwed and found to be
in compliance with GMP. / L % 3aceizuyio, mg #apenera smne iHhopMaLiz AETIHCEKOM0 MOBOTO € I0STOBIPHOIS | rodnow. Lo cepiio npoayicry Gyo |
BUPOONEHO  (BKIMOHAKOMH NAKYBAHHA/MAPKYBAHHS) Ta TPOBEACHG KOWTPOME il AKOCTI HA BHINEIA3HAMSHH AINGHHET ¥ LOBRIE BIANORIAHOCT] 3 BHMOraym GMP,
BCTAHOLICHIMH MICUCBUN PEry/ISTOPHIM OPTaNOM, 4 TAKOX BIANOBIANO A0 crieundixauill MicLeporo peryMTOpROrG oprady iy BilNOBitHoCT 31 cnewndixeuicio
A0 peecTpariiinoro cBinofiTea Kpaiu-iMnopTepa. IpoToKOAH BUPOBHMLTRE, NakyBaHEHS T2 AHATIIR TEPEIAHYTO T4 BCTAHORIEHO BiANOBIHICTH BHMOTaM GMEP.

We hereby certify that the above information on English language is aulhenuc and accusate. T}us batch of product has beea manufactured, mc]udmﬁ J

This Quality certificate has been printed and signed on / Lleit ‘
cegrudikar axoeri 6yr poanpywosasmi a niznHcami:’ T I '2020
. daylens month/ year/pix
& MicRlh
Signature of the Qualified Person/ [Tinmue Ynosuoswkenoi Ocotm:




TEPHCUIIKCIYIKEA YKPATHI
AEPKABHA CITYXKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥V KHIBCHKIN OBJACTT

npocnekt Banepis JloGanoscrkoro, 51, M. Kuie, 03110, Ten/dake: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €APTIOV 37078774

BHCHOBOK
PO AIKICTL BBE3EHOro B YKpaiHy JiiKapebKoro 3acoby

02.04.2020 Ne 15422/20/10

IMOAIYM®

(nafiMeHyBanss NiKapcEKOro 3acoy 3TIAHY 3 peECTPALIHHMM MOCBITICHHEM)
Kancyan no 2 mr no 20 xkancya y Giicrepi; mo 1 GJicTepy B Kapronuii nagyni

(dopma BumyCKy, HO3YBaHHS, BHE NAKYBAHHS NikapCeKOro 32coby)
Howmep peecrpanifiaoro nocsigaerns JA/9831/01/01 crpox xif peectpaniitsoro nocsiguenns 27.07.2020
Cepis mixapcsroro 3acofy Ne 9JV1411 KinsxicTs Bee3enoro iikapeskoro sacoby 28880

Bupobruk Anccen-Cinar, @paamis

(ualiMeHyBanHs BEpobHEKA NiKapesxoro 3acoly, KpalHa NOXOEKEHHS)

Baeaero B Vpainy ToeapucTso 3 06MekeHow BignosizansuicTio "' xxomcon i Ixoncon

Ykpaina", inent. koa: 35893512

(nalivenysarus Ta koz 3a €IPTIOY sopunyrol ocobn afo npissmme, im'a, o Garskos dizmarol
0c06H - miaAnpremMng, ii Miclle IPOKHBARHA T4 PEECTPALifiHHE HOMED 06MIKOBOT KAPTKH IIATHHKA
noAarkiB abo cepis Ta HOMep acHopTa)

Ipotokoa Bisyanskoro konrposo sin 24.03.2020 N 0932/5.

32 pesyNpTATAMM JEPHKABHOIO KOHTPOMO BCTAaHOBNEHO, Mo nikaposkmii 3aci@ Beeseso B Vipalny 3
AOTPHMAHHSM BuMOr 3aKOHOAABCTRA INOR0 3a0e3MeYeHHA AK0CT] JikapehKAX 3ac0BiB,

3acTYNHEK HaYamsHUKA BIATY
JepxasHol ciyx0n 3 TiKapchKuX 3ac00is

3ybapera H.B.
Ta KOHTpOJIIO 3a ﬁapx@m% Yy Kuischxid
obnacti .7,;';‘:/’ ﬂawbgz{ TE 5 ﬁ}\%
{riocanosa. oooﬁs}.) r:guﬂépxm& (niznuc) (ininiamu T2 opispHme)
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ot Manufactarer / BupoSuux: Janssen-Cilag / Siuccen-Cinar
; Address / Anpeca: Domaine de Maigremont, 2710C Val de Reuil / Homen se Merpemon, 27100 Ba ae Profi
J d n S5 e i ’ Country / Kpaina: France / bpanuis
S S Manufacturing authorization number / Hosep ninersii ana supolurvol Alrspuul: M 16/268
Phone / Teneor: +33 232 61 7200 Fax / daxc: +33 2 32 61 7297
TV-TMP-60949 rev.3 QUALITY CERTIFICATE/ CEPTHOIKAT SIKOCTI

Product Name/ Hassa nposysTy: IMODIUM® CAPS 2 MG 20 UA /IMOAIYM® KATICY.JI¥ 2 MT 20 YKP

Internal batch number/

Product Code / Kon npoayxry: 090179_1848801 S B1i0081
Brypiumiti Romep cepii:
Batch number / Homep cepit: 9Ividny Potency 1/ Crra aiy f: 2mg/ 2 mr
Manufacturing date /Hata 24 10 2019 Expiry date / Tepmin 9 2024
supofuuuTRa; dayinesis  month/sicauy  year/pik NPKASTHOCT]! monthAdicaus yearpic
Specification/ Criermdixatia: PR-009354 Rev. 6 Marker Authorization / UA/SBIL/01/01
PeecTpaniiine ocsimuenss:
.Re!:cased batch quantity / Posuip suryinenoi 213880 Linporting country / Ukraine/Y kpaina
cepii: Kpaina ismoprep:
Actif 1/AxTiBHa pevosuna 1: Loperamide HCV Jonepamin riapoxnopiia
Laocal Product Name/ IMODEUM®/ Packaging type size/ 20 caps in the blister; 1 biister in a cardboard
Jloxanenas nazsa npoayxTy: IMOJIYM® Po3smip Ta THI naKyBaHuA package/20 xasicyn y Gxicrepl; no | Gnicrepy B
KEPTORHI naumi
Pharmaceutical form/ Jlikapcska dopma: Capsules 2mg/ Kancynu no 2 mr
TESTS/ TECTH REQUIREMENTS / BUMOTH RESULTS / PE3VJILTATH
1. Appearance / White powder filled in capsales (size 4) with green cap and dark Comply/Binmosigae
Qmic grey body* Kancysu posmipos 4 i3 seseH0w KpHieuxoio Ta
TEMHO-CIpUM KOPRYCOM™, ki MicTATS Tiopowok Ginoro Konsopy
2. ldentification active: Loperamide  |Compliance with the retention Gumes of loperamide peak in the Comply/Bixmorinac
HPLC/ chromatograms of the (est and standard solutions/

Lerrtudpinamin: nonepaminy BEPX  |Biuosinuicrs HACY YTPHMYBAHNA RIKY NORepasiny Ha
XPOMATOrPAMi JOCALIUKYBAHOIO Ta CTAHAAPTHEIO POIYHHIB

3. Identification active: Loperamide Compliznce with the Rf value of loperamide spot in the Comply/Bigmosizas
TLC/ chromatograms of the test and standard solutions /
Lnesrrudikaniin; sonepaminy TILIX Binnosiamicts seamunn RF nnam sonepaminy #a XpoMaTorpasi
ROCHAKYRAHOTO TA CTAHARPTHOTY POIUUHIR

4. Assay Loperamide hydrochloride / [95.0%-105.0% of the stated amount (1.9mg-2.1mg loperamide 100.2%
Kimxxicae nusnavenns monepaMifly  |hydrochloride per capsule)/
riApPOXCpHILY 95.0%-105.0% vin satnaenoi kinskocri (1.9mr-2. 155 Ronepaminy

riAPOXTOPHITY ¥ Kameyi)

5. Degradation: compeunds/ Mpoxyicru posnazy

3.1 Individual specific/ Tnasmizyanohi

crenuimi:

RO21169 <02% <D,1%
R054659 <02% <0.1%
R058425 ' <02% <0,1%
R060204 <02% <0,1%
5.2. Individual unspecified/ <02% <0,1%
Dumsiavansai secnemmdivni

5.3 Degradation compounds: <07 % <0 1%
TotalTIpoaykrs posnaay:Cyma

. su W ORHG om /7.08 22




Manufacturer / BupoGuwk: Janssen-Cilag / Sluccen-Cinar
e Address / Aapeca: Domaine de Maigremont, 27)00 Val de Reuil / JTomen ge Merpemon, 27100 Ban ne Poit
, Couniry / Kpaina: France / ©pannin
Manufacturing authorization number / Homep nitensii ans BHpoORNY01 RinsHULi: M 16/268
Phone / Tenedor: +33 232 61 7200 Fax / dakc: +33 2 32 61 7297

janssen

L T

B S S

TV-TMP-00949 rev.3

Product name/ Hassa nponysry: IMODIUM® CAPS 2 MG 20 UA /IMOJIYM® KATICYJIH 2 MT 20 YKP
Product Code/ Kog nponywTy: Internal batch number/ B110081
030179, IR4BR01 Biryrpitmiit womep cepii:
Batch number/ Homep cepii: 9IVidil Importing country / Kpaira tvmoprep: Ukraine/Yipaftta
Manufacturing date/ . .
Jara supofsHirsa: 24 10 2019 Expiry date/ Tepuin 9 2024
day/neun month/ yearfpix  HPRAATHOCTI month/micaus  year/pix
Micaus
Specificaticn/Crieundyiramis: PR-00%354 Rev. § Market Authorization / UAMQ83 /011
Peecrpauiiine nocsingenss:
6. Dissolution / Po3uiienns Q=70% at 30 munites/ Q=70% 3 30 xpuHA Comply/Bignepinae
7. Content uniformity Loperamide  [Meets the requirements of Ph. Eur./ Bimnosigac samorax Esp, Comply/Binnosinac

hydrochiorde / OnsopiznicTs aMicTy Dapm.
AONEPAMILY riapoXTOpHAY

8. Microbiological puri ty/ MixpoGicnoridua uncrora

8.1 TAMC** (Total Aerobic < HFCFU/g product/ KYOfr nponysry Comply/Binsiosinae
Microbial Count)/ 3aranssa kimskicTs
aepoBrux BaxTepiit

8.2 TYMC**(Total Combined < 102 CFU/g product! KYO/r nponyxty Comply/Binnosinae
Yeasts/Moulds Count)/3aransua
KINBKICTE APHKIAAOBIN TA MMICHARIX

rpubip )
8.3 Specified microorganisms/ Absence Escherichia coli in 1 g product/Bincyrnicts Escherichia Comply/Bingosinae
Crenndivni Mikpoopramismut coli 8 | r nporykTy

Comments / Komentapis

* Due to local regulatory and marketin g requirements, the capsules may have a specific imprinti ng/ B 3aexACCT BiJl BUMOT PEryIsTOPIKX OPratis Ta
MAPKETHHTY, KANCYNH MOKYTh MATH CoesuisTeHA RigGHTOK

** Test frequency on product release: every batch until 3 successive batches pass, then every 10th batch with a minimum of | batch per year/ Uacrora
HPOBE/ICRHA BHIPOOYBANS IPU BUMYCKY: A8 KOMKOT Cepii, 1IOKN He 8yayTh OTPUMAHI IO3HTHBHI PEIYIILTATH s 3 cepiil, moTiv Ut koxuoi 101 cepii, ane ue
senine, Hin | copii y pix

***'Date of batch rclease” is a date when specific batch was certified in full compliance with the GMP requirements and eliectronically signed for approval by
Qualified Person at validated computerized system of production site /flata Bumiycky cepii - RaTa Kony Rana cepia Oyna ceprriikopasa 8 nosuil piEnosiaxocT
A0 pamor HBIT 1a satsepioxeta Y roprosakeroro Ocoboi0 maxom EACKTPOHEOTO MIANHCY B BN 10BAHIH KOMT O TepHIT CHCTeMI BHPOGHIOS AlAsHKY

CONCLUSIONBHCHOBOK Accepted/Bianosizac

This batch was released by the Qualified Person/l[z cepis Gyita sunymnena Yuossosakesow  Laura GUEGUEN Ph N°1636718
ocoboz0:

(Name of Qualified Person/lar'a Y nossiosamenci Ocofi)
Date of batch release™*/Jata 15 1 20206
BHIYCKY cepii®*: dayfaens momblsican  year/pix

Certification statements / 3assa npo ceprudixanio:

We hereby certily that the above information on English language is authentic and accurate, This batch of product has been manufactured, including
packaging/fiabelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found Lo be
in compliance with GMP. / Lim 2 3ACBIITYI0, 10 HABEACHA Bitle IHPOPMANT AUITHCHKOG MOBOIO € BocTORIpHOIO | Tounow. Lo cepito npoaykty Gyne
BUPCGNEHO  (BKMOHAIONH MAKYBAHNS/MADKYRAHHA) Ta NPOBEACHD KOUTpOnk i sxoCTi Ha BriesaznASHil Jinvined y noswill BIANOBIIHOCT 3 BRsoramu GMP,
BLTAHOBIIEHUAMH MICLEBUM PETYJIRTOPHAM OPTAHOM, @ TAKOM BiAMNCBIAHO Ao cricupikamiit MicUEBOre Pery;ATOpHOTO Oprauy i y BUIROBIMHOCT] 31
crieunixaLlicio go peectpaniiisoro ¢pigoursa Kpaifi-imnoprepa. MpoTokons BAPOGHUETEA, NAKYBANHS T AHARINE LEPETARRYTC T8 BCTAHOBACHO BIANOBINHICTS
Binvoram GMP,

This Quality certificate has been printed and signed on / Leit

cepruikar awocTi OYR po3APYKOBAINLT Ta FiAAHCAHHI: 17 1 2020

duylzens month! yeur/pix
aicals

Signature of the Qualified Person/ [Tiznne Ynossosamenol Ocobu:

22
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